08-18-03 03:23pm Frorn-CLARK t ELBING LLP 



617-237-1558 



T-599 P. 001 



F-954 



103 Ftdrol Street 
Boston, MA 021 10 



Clark & Elting LLP 



Telephone 617-428-0200 
Facsimile 617-428-7045 
617-428-7046 



Date: August 1 8, 2003 

To: Examiner Dixon 
Petitions Office 
T.C. 1600 

(703)872-9307 

Rristina Bieker-Brady, Ph.D. 

POLYCLONAL ANTIBODY COMPOSITION FOR 
TREATING ALLERGY 
U.S.S.N. 09/866,573 
Our Reference No. 50 190/00500 1 

Pages: 17, including this transmittal page. 

Message: Petition to Withdraw Finality 



Facsimile No: 
From: 
Re: 



~ ft 

ft * 



a* 0 



NOTICE; Tht© facsimile transmission may contain confidential or privileged information intended for the 
addressee only. If you are not the addressee, be aware that «?ny disclosure, copying, distribution, or use 
of the information is prohibited. If you have received this facsimile transmission in error, please call us at 
617^428-0200 to arrange for its return at no cost to you, 

Received from < 617 237 1558 > at 8/18103 3:23:34 PM [Eastern Daylight Time] 



03-18-03 03:23pm 



From-CLARK & ELBING LLP 

i "PROSECUTION* 



617-237-1558 



PATENT 

ATTORNEY DOCKET NUMBEi 



T-599 P. 002 F-954 



The U.S. PTO date stamp sets forth the date of receipt oft 
Applicant/Patentee!. 

Serial/Patent Number 

Filed/Issue*. May a< 2 t 



Title 



d Transmittal Letter 
n Notice to File Missing Parts 
a Reply to Missing Parte 
p R6p!y to Office Action 
p Petition for Extension 
o Notice of Appeal 

□ Appeal Briar 

P Drawings Foirrial/lrtfoiTnai 

□ M-Fee Payment 

a issue Fee Payment 
a Check 




Pages;. 
Pages;., 
Pages;. 
Pages:,. 
Pages:. 
Pagss:_ 
FagesL 
Pagas:_ 
Pagas:. 
Pages:, 
S; 



o Declaration & POA 

□ Assignment & Cover Sheet 
D Change of Address 

a Preliminary Amendment 
'□ JDS 

o Form PTO-1449 
o Cited References 
g Saqu&rte* Lrsflrtg 
q Sequence Statement 
n Sequence Diskette 

□ Other 



Pages: 

Pao^fi- 

Pages: 

P^ges: 

P35es:„ 

Pages: 

Number.. 
Psges:_^. 
Pages:^ 
Num&en. 
Pages: 



Pages:.. 



i/ 



-prosecution** 



Patent . ^ ^ * _ 

ATTORNEY DOCKET NUMBER : Jr^rA^C ( ODS^Cl 



The U.S. PTO data stamp sets form the date of receipt of: 
Applicant/Patentee: """ksV^v^ S, lAoo*A-arv.v. W\ 

Senal/Patent Numbe r CB/ ^ In lg f S 

Filed/Issued : Cr\C^ "2J^ ICQl \ 



D Transmittal Latter Peges;. 

P Notice to File Missing Parts Pages:. 

a Reply to Missing Parts Pagas:_ 

D Reply to Office Action Pages:, 

VPetltion for Extension Pages;. 

S<JNotiea of Appeal Pages;.. 



a Appeal Brief 

□ Drawings Formal/Informal 
a M*Fee Payment 

n Issue Fee Payment 

a Othe r. . . 

□ Other, 

d other 



Fsges:_ 
Pages:. 
Pages:. 



Pages:. 



o Declaration & POA 

□ Assignment & Cover Sheet 

□ Change of Address 

□ Preliminary Amendment 
BIDS 

u Form PTO-1449 
n Cited References 
o Sequence Listing 

□ Ssquanc© Statement 
p SflquanceDigKette 

□ Othe r >^ giT 



AttvJSBCV .^^/ C lient/Matter Name: 




Psgss; 

Pages: 

Pages: 

Pages:— 

Pages: 

Numbers 
Pages;^ 

Pages: 

Number. 

Pagee: 

Pages; 

Pages: 

Pages:,. 



Date 



Received from < 617 237 1558 > at 8/1 8/03 3:23:34 PM [Eastern Daylight Time] 



08-18-03 03:24pm From-CLARK & ELBINfi LLP 617-237-1558 T-599 P-003 F-954 



PATENT 

ATTORNEY DOCKET NO- 50190/005001 



Certificate of Mailing: Date of Deposit. . 



I hereby certify tand&r 37 C.F.R. § 1 .S(a) that lids correspondence is being deposited with the United States Postal 
Service as first class mail with sufficient postage on the date indicated above and is addressed to Majtf Stop 
T.C, 1600, CoOTEissioner for Patents, PO Box 1450 s Alexandria, VA 22313-1450. 



ne of person rjQflilins cor. 



Printed name of person rnailing correspondence Signature of person mailing correspondence 




IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: John S. Haurura et al. Art Unit: 164fl\J& ^ 

Serial No.: 09/866,573 Examiner: PagjflQLW&ftSP® 

Filed: May 25, 2001 Customer No.: 21559 

Title: POLYCLONAL ANTIBODY COMPOSITION FOR TREATING 

ALLERGY 



Mail Stop T.C. 1600 -Petitions ■ *%}\ 

Commissioner for Patents ,f ^S'^f^ 

P.O. Box 1450 ^ 



Alexandria, VA 22313-1450 ^X^C'V 

PETITION FOR WITHDRAWAL OF FINALITY UNDER 37 C.F.R. S 1.181 

This is a Petition for Withdrawal of Finality of the Office Action mailed January 
28,2003. 

Applicants respectfully request expeditious consideration of this Petition in view 
of the posture of this case. A Notice of Appeal was filed in this case on July 24, 2003. 
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THE CLAIMS 

1. (Not entered) A pharmaceutical composition comprising as an active ingredient 
a recombinant polyclonal antibody capable of reacting with or binding to proteins or 
epitopes derived from an inhaled, ingested, or airborne allergen, together with one or 
more pharmaceutical^ acceptable excipients , wherein said pharmaceutical composition is 
free of the allergen to which said recombinant polyclonal antibody is reactive or binds . 

Claims 2-4: Cancelled, 

5. (Previously presented) A pharmaceutical composition according to claim 1, 
which composition is free of the allergen to which the antibody is reactive or binds. 

6. (Previously presented) A pharmaceutical composition according to claim 1, 
comprising at least one pharmaceutical^ acceptable excipient capable of effecting topical 
application of sai d recombinant polyclonal antibody, 

7. (Previously presented) A pharmaceutical composition according to claim 5, 
which is intended for topical administration to the oropharynx, nasal cavity, respiratory 
tract, gastrointestinal tract, conjunctival mucosa, vagina, urogenital mucosa, or for dermal 
application. 

8. (Previously presented) A pharmaceutical composition according to claim 7, 
wherein the respiratory tract is selected from nasal, oral, pharyngeal, bronchial,, or 
alveolar mucosa. 

9. (Previously presented) A pharmaceutical composition according to claim 1 , 
which is provided as a solution, dispersion, powder or in the form of microspheres. 
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10, (Previously presented) A pharmaceutical composition according to claim 1, 
wherein the recombinant polyclonal antibody is generated by phage display technology. 

1 1 . (Original) A pharmaceutical composition according to claim 10, wherein the 
recombinant polyclonal antibody is generated under such conditions that the 
immunoglobulin heavy chain variable region and light chain variable region gene 
segments are linked together in a parental library in order to allow for the bulk transfer of 
variable region light chain and heavy chain gene pairs from one vector to another, while 
allowing stable pairing of specific immunoglobulin variable region light chain and heavy 
chain gene segments as they are present upon selection from the parental library of 
immunoglobulin variable region light chain and heavy chain gene segment pairs encoding 
antibody molecules capable of reacting with or binding to an allergen. 

12; (Original) A pharmaceutical composition according to claim 10 S wherein the 
recombinant polyclonal antibody is generated under such conditions that the 
immunoglobulin heavy chain variable region and light chain variable region gene 
segments are linked together in order to allow for the bulk transfer of specific variable 
region light chain and heavy chain gene pairs from one vector to another, while allowing 
stable pairing of specific immunoglobulin variable region light chain and heavy chain 
gene segments as they are present in the original polyclonal immune response of an 
animal or human individual, 

13. (Previously presented) A pharmaceutical composition according to claim 1 > 
wherein the allergen is an allergen of house dust mites, dander from cat, dander from dog, 
dander from horse, tree pollen,, grass pollen, or fungi. 

14. (Previously presented) A pharmaceutical composition according to claim 1 > 
comprising the recombinant polyclonal antibody in an amount in the range of l\xg to Ig 
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per unit dosage form. 

Claims 15-34; Canceled, 

35. (Previously presented) A pharmaceutical composition according to claim 1, 
wherein said polyclonal antibody is an IgG antibody. 

36. (Withdrawn) A pharmaceutical composition according to claim 1 ? wherein 
said polyclonal antibody is an IgM antibody. 

37. (Withdrawn) A pharmaceutical composition according to claim 1, wherein 
said polyclonal antibody is an IgA antibody. 

38. (Withdrawn) A pharmaceutical composition according to claim 1, wherein 
said polyclonal antibody is an IgD antibody, 

39* (Previously presented) A pharmaceutical composition according to claim 1 5 
wherein said polyclonal antibody has antibody molecules from a mixture of antibody 
classes. 

40. (Previously presented) A pharmaceutical composition according to claim 1 , 
wherein said polyclonal antibody binds said allergen with sufficient density to mediate the 
elimination of said allergen from a patient. 

41. (Previously presented) A pharmaceutical composition according to claim 1, 
wherein said polyclonal antibody binds said allergen with a higher antibody density than a 
monoclonal antibody. 
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42. (Previously presented) A pharmaceutical composition according to claim 1, 
wherein said polyclonal antibody does not cross-react with endogenous self-antigens in a 
patient. 

43. (Previously presented) A pharmaceutical composition according to claim 1, 
wherein said polyclonal antibody does not elicit an anaphylactic response in humans. 

44. (Previously presented) A pharmaceutical composition according to claim 1 , 
wherein said polyclonal antibody is a fully human antibody. 

45* (Previously presented) A pharmaceutical composition according to claim 1, 
wherein the variable region of said polyclonal antibody has a mutation. 

46. (Previously presented) A pharmaceutical composition according to claim 1, 
wherein at- least 85% of the antibody molecules in said composition are target-specific. 

47. (Previously presented) A pharmaceutical composition according to claim 1 5 
wherein at least 90% of the antibody molecules in said composition are target-specific. 

48. (Previously presented) A pharmaceutical composition according to claim 1 5 
wherein said polyclonal antibody is a complete antibody molecule or fragment thereof 
such as an F a b fragment. 

49. (Previously presented) A pharmaceutical composition according to any of 
claim 1 , wherein said composition is provided as a microsphere, liposome, polyethylene 
glycol-conjugated complex, or complex of positively or negatively charged excipients 
with antibody molecules of the opposite charge, wherein said composition prolongs the 
clearance of said polyclonal antibody in a patient. 
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REMARKS 

Applicants respectfully submit that the final rejection asserted by the Examiner in 
the Office Action mailed January 28, 2003 was premature and finality should be 
withdrawn- Further, Applicants request that the claim amendments submitted in 
Applicants' Reply of April 28, 2003 be entered and the arguments considered. 

Status of Amendments 

The claim amendments submitted in Applicants* Reply of April 28 4 2003 have not 
been entered. 

Applicants note that claim 7 was inadvertently unamended in Applicants' Reply 
and remained dependent from claim 5, a claim proposed to be canceled. The Examiner 
pointed out this oversight in the Advisory Action mailed July 7, 2003. In a subsequent 
telephonic interview with the attorney of record^ the Examiner refused to enter an 
amendment correcting the dependency of claim 7. Because of this improper dependency, 
the Examiner asserted that the other amendments contained in Applicants' Reply were not 
entered, nor were Applicants 3 remarks in the Reply considered, A Supplemental 
Amendment correcting the dependency of claim 7 will be promptly filed should the 
amendments in Applicants' Reply of April 2S 5 2003* be entered. 

Claims Under Examination in the Final Office Action Mailed January 28, 2003 
Claim 1, the sole independent claim under examination;, was amended in 
Applicants' Reply mailed June 6, 2002. The amendment was entered and examined, 
resulting in the Final Office Action mailed January 28, 2003. Claim 1 was amended in 
Applicants 9 Reply of June 6 ? 2003, as follows: 

1. A pharmaceutical composition comprising as an active ingredient a 
recombinant polyclonal antibody capable of reacting with or binding to 
proteins or epitopes derived from an inhaled, ingested, or airborne [[an]] 
allergen, together with one or more pharmac eHtieal ■oharmaceuti cally 
acceptable excipients. 
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Legal Standard for Final Rejections 

Applicants respectfully submit that the rejection set forth in the Final Office 

Action mailed January 28, 2003 was prematurely made final. The M.P.E.P. § 706.07(a) 

sets forth the analytical framework for properly entering a final rejection. This section 

states (emphasis added): 

Under present practice, second or any subsequent action on the 
merits shall be final, except where the examiner introduces a 
new ground of rejection that is neither necessitated bv 
applicant's amendment of the claims nor based on information 
submitted in an information disclosure statement filed during the 
period set in 37 CFR 1 -97(c) with the fee set forth in 37 CFR 
l-17(p). 

£tj j^a *f r t 4* 
■rj^ *T* *T* 

A second or any subsequent action on the merits in any 
application - . . should not be made final if it includes a rejection, 
on prior art not of record, of any claim amended to include 
limitations which should reasonably have been expected to be 
claimed. • . 

Thus, the M.P.E.P. § 706.07(a) provides circumstances in which a second or 
subsequent action should not be made final. Applicants submit that the facts of the 
present case satisfy both of the above-identified exceptions and that satisfying either of 
the exceptions is sufficient to properly withdraw the finality of the Office Action mailed 
13^*^28,2003. 

The New Ground of Rejection Not Necessitated bv Applicants' Amendment 

The Examiner asserts, in the Final Office Action mailed January 28, 2003, that the 
new ground of rejection was necessitated by the amendment filed in Applicants 5 Reply 
mailed June 6, 2002. All pending claims were thus finally rejected, under 35 U.S.C. § 
103(a), over U.S. Patent No, 4,740,371 (newly cited; "the <37l patent"), it) view of U.S. 
Patent No. 5,789,208 (art of record; "the *208 patent"). 

Applicants respectfully submit that the newly asserted obviousness rejection was 
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not necessitated by Applicants 5 amendment for two distinct reasons. First, the 
amendment served to narrow the scope of the claimed invention. Prior to the amendment, 
the claimed pharmaceutical composition contained "as an active ingredient a recombinant 
•polyclonal antibody capable of reacting with or binding to [any] allergen/* The 
amendment reduced the recombinant polyclonal antibodies to those that are capable 
reacting with or binding to "proteins or epitopes derived from inhaled, ingested, or 
airborne allergen." Thus, any rejection for obviousness that maybe asserted against the 
more narrow claim could properly have been asserted against the broader claim- 
Second, the newly cited art is not relevant to the subject matter of the amendment. 
The Examiner characterizes the newly cited e 3 7 1 patent as teaching 

pharmaceutical compositions of IgG polyclonal antibody or mixtures of 
antibody classes for the treatment of allergies wherein said polyclonal 
antibodies are human, complexed with negatively or positively charged 
excipients, are 100% target specific, do not elicit an anaphylactic response in 
humans, do not cross react with self antigens in a patient are given in a 
concentration with sufficient density to mediate the elimination of an allergen 
from a patient, are formulated for topical nasal administration, are free of the 
allergen to which the antibody is reactive (see specifically column 8, lines 1 5- 
33, in particular), are provided as a solution and wherein the allergen is derived 
from house dust mites in the range of 1 ng to lg per unit dosage foim. Final 
Office Action mailed January 28, 2003, paragraph bridging pages 2-3. 

In making the obviousness rejection based on the c 371 patent, the Examiner states that 

[o]ne of ordinary skill in the art ~ * would have been motivated to substitute 
recombinant polyclonal antibodies taught by the *208 patent for conventional 
polyclonal antibodies as taught by the *371 patent for treating allergies. Final 
Office Action mailed January 28, 2003, page 3 9 second paragraph. 

Toothing in the Examiner's treatment of the c 371 patent addresses Applicants 1 amendment 
regarding "proteins or epitopes derived from inhaled, ingested, or airborne allergen." 
Accordingly, the Examiner's characterization of the *371 patent and the newly asserted 
rejection does not distinguish between the antibodies encompasses by the unamended 
claims compared to the claims as amended in Applicants 5 Reply mailed June 6> 2002. 
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The c 37 1 patent and the rejection therefore could have properly been asserted in the 
previous, non-final Office Action but was not. 

Because this new rejection was neither asserted in the previous Office Action nor 
necessitated by Applicants amendment, the finality of the Office Action mailed January 
28, 2003 is premature and should be withdrawn. 

Th e Amendments Should Have Been Reasonably Expected 

Even accepting, arguendo, that the newly asserted obviousness rejection in view of 
the '371 patent was necessitated by Applicants' amendment, the Examiner should 
reasonably have expected such an amendment, making finality of the rejection improper. 
M.P.E.P. § 706.07(a). The Examiner, in the non-final Office Action mailed March 7, 
2002 ? rejected claims 1, 5, and 9-12 under 35 U.S-C § 102(b) in view of the '208 patent. 
In relevant part, the Examiner characterized the c 208 patent disclosing pharmaceutical 
compositions of polyclonal antibodies that satisfied every limitation of the instant claims. 
As noted in Applicants' Reply of June 6, 2002, the '208 patent teaches pharmaceutical 
compositions containing antibodies that recognize tumor-specific antigens for the 
treatment of cancer. By contrast^ Applicants' invention is used for the treatment of 
allergies and allergic reaction. Accordingly, claim 1 was amended to limit the types of 
antibodies encompassed by the claims to only those antibodies that react with or bind to 
proteins or epitopes derived from an inhaled, ingested, or airborne allergen. This 
amendment effectively removed the pharmaceutical compositions of the *208 patent from 
within the scope of Applicants* claims because the antibodies of the '208 patent 
recognize tumor-specific proteins or epitopes, not ones derived from inhaled, ingested, or 
airborne allergens. 

The Examiner should have reasonably expected such a claim amendment. The 
present application is entitled "Polyclonal Antibody Composition for Treating Allergy" 
(emphasis added), And, in describing the allergic responses suitable for treatment using 
the methods and compositions of the invention. Applicants point out that t4 the allergens 
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enter the body of a patient through inhalation, ingestion, or through the skin" 
(Specification, page 3, lines 14-16), The specification, when read in its entirety, makes 
clear that Applicants invention is directed to the treatment of allergies. Accordingly, in 
view of the *208 patent, the Examiner should have reasonably expected Applicants to 
amend the claim 1 in a manner that excludes the treatment of cancer. For this reason 
alone, finality of the January 28, 2003 Office Action is premature and should be removed. 
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CONCLUSION 

Applicants respectfully submit that the finality of new rejection asserted in the 
Office Action mailed January 28, 2003 was premature and should be removed. No fee is 
believed due in connection with this Petition- However, if there ate any charges or any 
credits, please apply them to Deposit Account No. 03-2095. 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: John S. Haurum et al. Art Unit: 1644 

Serial No.: 09/866,573 Examiner: Patrick J. Nolan 

Filed: May 25, 2001 Customer No.: 21559 

Title: POLYCLONAL ANTIBODY COMPOSITION FOR TREATING 

ALLERGY 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

PETITION FOR EXTENSION OF TIME 

Pursuant to 37 C.F.R. § 1.136, applicant hereby petitions that the period for 

replying to the Final Office Action that was mailed in connection with the above- 

captioned application on January 28, 2003 be extended for three months, to and including 

July 28, 2003. 



Received from < 617 237 1558 > at 8/18/03 3:23:34 PM [Eastern Daylight Time] 



08-18-03 03:27pm From-CLARK & ELBING LLP 617-237-1558 T-599 p. 01 5/01 T F-954 



Enclosed is a check for $465.00 for the fee required by 37 C.F.R. § 1.17(a). If 
there are any other charges or any credits, please apply them to Deposit Account No. 03- 
2095. 
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